
ear Sirs: 

tbev are enclosed in a sterilization wrao. 
. 



sets through specific health care faeilitv sterilization processes. These svstems 

~hr~~~h the c:leaninp; and st~r~~~zatiQ~ groceqs or thev mav be custom desigRm 
asp;anize i~st~ments or devices from i~st~rn~~t/~~~~~edi~ ma~~faGt~rers that 
are also designed for the health care facilities cleaning and st~ri~~ati~n process. 
To maintain sterility they are enclosed in a sterifization wrap. 

5. 

wrapped seParatelv with sterilization wrao to, maintain sterility or that may be 
placed either inside a rigid ste~lizati~n container tith a ste~lizati~~ filter or 
inside a sterilization case/tray sr_stem that would be enclosed in a sterilization 
wrap to rna~~ta~~ sterifitv. Travs include metal gerf&-ated aRd wire basket designs 
as well as the~~fQ~ed and ir$ected molded polymer designs. 

6. I. I~tr~d~~ti~n - F. Device M~di~~ati~n - Znd paragraph - *. . .dc, not require 

and i~st~cti~~s for hefts care faeiliti~s or to a ~re~~actm~nt device that has 
ehanggd or added claims for ste~lizati~n ~~m~ati~ilitv after th~~ass~~ of the 

d~~~m~nt; the idated ~~~~~an~e of ste~lizati~~ G~ntai~~rs, cassettes and 
~ase~tray systems with standard h~s~~ta~ steril~atiQn cycles. Without this 
language, co anies with ~~~~standard ste~~izati~n cycles will have no reason to 

change. An Indication for Use statement for a ste~~~ati~~ ~a~ka~svst~m 
should include d~~~m~ntati~n of the ma~~fa~t~r~r’s test ,meth~d~~~~. The 
results shall include inf~~ati~~ verifkina that the st~~lizat~~~ efkacv of thq 
sterilization Dackaging system has been qualified in ~~~lis~ed standard ~us~ital 
~te~lizati~~ cycles and has Passed standard AAbSI for e~~ival~~t~ challenge tests 
for each method of sterilization for which the container system, cassette* 
~~~i~~~ trav or case/tray svstem is labeled ~~tandard hospital Sterilizatign 

cvcle using parameters given in Agpdix I-I, it is recommended that the 

tached the current ~~b~~shed standard 



ste~lizati~~ cycles. These prod&s, however, could be drayed or destroyed in 
an 8-12 minute steam cycle. The potential damage to other products and devices 

only fur standard autoclave cycles is j~sti~cati~n to insist on 
ility for all products with the standard sterilization cycles of the 

st~~lizati~~ i~st~m~~t manufacturers. The redesign af a device or the selection 
af an alte~atjve sterilization process is preferred over the s~~~esti~n that a 
hospital should change a published standard cycle for a product that cannot be 
validated in a standard cycle. 

. II. - 510 (k) ~~nt~~t - D, - ~te~l~t P~~etrati~~ - You should 
pe~~~a~~e data ~~rnpa~n~ the ~hara~t~~sties of sterifant perr 
device with the predicate. You must document that the ~g~~ratiQ~s plus filter 
paBer of a rigid ~~~tai~er (elastic, metal or hybrid design) or that the Qe~Qrati~ns 
af the cassette, ~r~~~i~~ trav or ~ase/trav svstem Plastic-, m&al or hybrid 
design) gf~~s the sterilization wraD are s~~~i~~t to achieve t~~~a~ ste~lizati~~ 
of the contents of the ste~zati~n packaging system bv the r~~u~end~d met&g& 
of sterilization. 

9. II, 5 10 (k) Content - 01. - MicrobiaX Barrier Properties - You should.. . . ,& 
maintain sterility, the st~~li~t~~n ~a~ka~~n~ system must have a du~ument~d. 
FDA a~~~v~d microbial filter system Qr be~enclosed by an FDA apx>ruved 
ster%zation wrao . 

10. II. 5 10 (k) Content - D. - Drying Time -- You should submi 
~eG~rnrn~~ded that yuur device should b~~~m~atible with published standard 

piscks’” an associated infection control problems. If it is not possible to gualifv a 
drying cycle usina the parameters in Apaendix H, it is r~~~~~~ded that the 
ma~~fa~t~r~r adiust those marketers that hqlth care Dersormel can control. An 

11. 

12. II. 520 (k) Content - F. - 
or sea1 articles being sterilized need to be validated and realized in standard 
host&al sterilization cycles listed in Appendix H. and be approved by the_ 
FDA.. I . * I paragraph 3 - Sterifizatian cassettes need to be completely enclosed in 
sterilization wrap or placed in a rigid ste~lizati~~ container with a filter to 
maintain sterility.. . . . . . . . . . . *. . .paragraph 4 - ~te~lizati~~ trays or baskets are not 
enclosed systems. Generally, trays and baskets do not have lids. Instead, they 
may be entirely open. Therefore, sterilization trays and baskets need ste~lizati~~ 
wrap to maintain sterility. 

13 a III. Pe~~~an~e Informative and Testing - Protocol section - bullet #2, g&J 
Sterrad to ste~lizati~n methods.. . . . . bullet #3, ~~~~rn~ntati~~ of 6~~patibility 
with standard hosaital sterilization cv&s listed in A~~~~dix H or the alteroath 
st~~lizati~~ cvcles tested . . . . . . . . . Bullet # 7, documentation Qf ma~mum wei& 
of device or instrument set in compliance with standard hospital sterilization cvcle 



s~e~~izati~n cvcle and validate the remedy to achieve terminal sterilization of this 
specific inst~ment set or device. 

14. III. Pe~Qrm~~e Information and Testing - A-3 - You should use uo to the 
ma~mum reeammended loads of inst~m~nts and ~~~gurati~ns published in the 
standard hosxrital ste~lizati~n c&e oDerating inst~~ti~ns listed in Appendix f-f 
f~......~ ,... . A-4 - Biological indicators (Bfs) should be 
placed in the most di~~ult areas to reach . . . _ .by lethality of the Ms. These 
include ~la~em~~t sf Bfs inside lumens. between silicone inst~ment retainers and 
~st~ments when snao#ed into ~~siti~~ between closed iaws or inst~rn~~t tins 
that cannat be Processed in the oBen Position, between ~lasti~/~~lymer handles, 
trials or inst~m~nts and the brackets or troughs that hold these devices in Bface 
& in oxllen crevices or internal sDace of inst~m~nts or devices v&h multirsle 
parts that are x>rocessed in the assembled, position.. . . . . . . . .the final sentence of 
p~agraph 4 shuuld refer to pu lished standards in Appendix I-I. 

15. III. Pe~urmance Infurmati~n and Testing - I). 1 - Drying Ti 
demonstrate that the sterifizati 
inst~ments inside the package 
time listed in Appendix H. . . . . . . . . D.3 - A plastic container with and without a 
Nan-woven liner (stay consistent in the paragraph) 

This ~~~~lud~s our ~mments about the guidance document. CCXW~S envy throughout the 
d~~urn~~t will eliminate co&&ion and increase compliance. Please contact me if you 
have any questions about suggestions or references. 


